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Housekeeping

•How to Ask Questions

• Click on the             icon found at the bottom part of your 
screen

• A box will open where you can type in questions, 
comments, indicate sound problems, etc.

• Use this throughout the webinar to ask questions

• Slides & Recording
• This webinar is being recorded and a link as well as slides 

will be emailed out through our listserv as well as posted 
on our website at: www.michigan.gov/COVIDvaccine → 
Provider Guidance and Education 

http://www.michigan.gov/COVIDvaccine


Topics

• Vaccine safety monitoring mechanisms & the vaccine provider role

• COVID-19 vaccine – safety experience & profile to date



Vaccine Safety: Some Basic Principles
• Efficacy and Safety are both paramount in vaccine use

• Safety a top consideration:  
• Vaccines are held to an even higher standard of safety than other pharmaceutical 

products
• Vaccines are given to healthy persons to prevent illness, to keep healthy
• Medications given to ill persons for curative purposes

• Safety is studied throughout all stages of vaccine development and clinical phase 
investigations

• Public health recommendations for vaccine programs and practices represent a 
dynamic balancing of risks and benefits 

• Importantly, vaccine safety monitoring & assessment continue even after vaccine 
licensure or authorization
• Rare adverse events may only manifest when vaccine is used broadly



Vaccine Safety Monitoring Mechanisms 
& the Role of Vaccine Providers 



Mechanisms for Vaccine-Safety Monitoring 
After Approval/Authorization   

• VAERS – Vaccine Adverse Event Reporting System

• VSD – Vaccine Safety Datalink 

• CISA – Clinical Immunization Safety Assessment Project

• V-safe – new program for COVID-19 vaccine – “after vaccination 
health checker” – uses cell phone text messages and website surveys



V-safe

• Provider gives written info at time of vaccination

• Vaccinee strongly encouraged to register

• Text message check-ins from CDC (daily 1st week; 
weekly thru 6 weeks; then 3, 6, and 12 mo.)

• If clinically important (medically-attended) event 
reported, VAERS personnel follow up, take/submit 
VAERS report



VAERS
• “Early warning system for vaccine safety”

• Intentionally casts “wide net”
• Anything considered clinically significant can be 

reported

• Anyone can report (though best by 
provider/person with knowledge of vaccination 
given and event that occurred)

• *Use VAERS to also report vaccine 
administration errors (even if no adverse event 
occurred)

• Can detect possible problems – “signals”

• Cannot assess causality 

• Extremely useful in generating hypotheses that 
can be studied with other systems



Why VAERS Alone Can’t Study Vaccine-AE 
Associations and Determine Causality

• To study associations, need:

• Rate of adverse event/reaction among vaccinated persons

– And –

• Rate of adverse event/reaction among un-vaccinated 
persons



Statistical/Epidemiologic Approach to 
Determining Associations
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VAERS Can Only Provide Cell ‘a’ Data
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VAERS – About Reporting

• Encouraged: any clinically-significant event following vaccination

• Required - Serious Adverse Events regardless of causality:
• Death

• Life-threatening event

• Hospitalization or prolongation of hospitalization

• Persistent or significant incapacity or substantial disruption of the ability to conduct 
normal life functions

• Birth defect

• * Vaccine administration errors, whether or not associated with an adverse event

Submit reports online at www.vaers.hhs.gov

http://www.vaers.hhs.gov/


Reporting to VAERS – 2 Options
www.vaers.hhs.govOnline Form Direct Entry Writeable .PDF Upload 

http://www.vaers.hhs.gov/


COVID-19 –
Provider Role in 
Vaccine Safety

• Promote use of V-safe

• Give vaccinees V-safe info

• Report to VAERS



COVID-19 Vaccine 
Safety Experience to Date



Info From COVID-19 Vaccine Clinical Trials

Local reactions (at/near injection site): 
• Pain 75-90%

• Redness 2 - 9%

• Swelling 4-12%

Systemic reactions
• Fever 1-17%

• Fatigue 35-68%

• Headache 25-63%   

• Muscle pain 14-61%

• Joint pain 9-45%



Info From COVID-19 Vaccine Clinical Trials
and V-safe (as of 1/14/2021)

Clinical Trials V-safe

Local reactions (at/near injection site): 
• Pain 75-90% 70.7%

• Redness 2 - 9%

• Swelling 4-12% 11.0%

Systemic reactions
• Fever 1-17% 11.4%

• Fatigue 35-68% 33.4%

• Headache 25-63%   29.4%

• Muscle pain 14-61% 22.8%

• Joint pain 9-45% 10.4%



Clinical Trial Findings, Continued

Systemic adverse reactions:

•More commonly reported after the 2nd dose than 
after 1st dose

•More frequent and severe in persons aged 18–64 
years than in those aged ≥65 years



Update: Estimated Anaphylaxis Reporting Rates 
Following COVID-19 Vaccines Based on VAERS 
Reports and Reported Doses Administered*

Reported Vaccine 
Doses Administered

Anaphylaxis
Cases

Reporting Rate  

(Dec 14 – Jan 18) -
Per 106 Doses Admin

Previous Estimate
- Per 106 Doses Admin

Pfizer-BioNTech: 
9,943,247

50 5.0 11.1
Dec. 14-23
(MMWR  Jan 15, 2021 / 70(2);46–51) 

Moderna: 
7,581,429

21 2.8 2.5 
Dec 21- Jan 10
(MMWR Jan 29, 2021 / 70(4);125–129)

* Data through January 18, 2021



Reports of Deaths and Mortality 
Following COVID-19 Vaccination





Reports of Death Following COVID-19 
Vaccination: Background Mortality in 

Long-Term Care Facility (LTCF) 
Residents







Impression on Deaths and Mortality in LTCF 
Residents Following COVID-19 Vaccination

• Mortality in LTCF residents is high due to the underlying health status of the LTCF 
resident population

• The available evidence from VAERS monitoring, and other population-based 
surveillance, does not suggest a safety problem with respect to deaths in older adults 
residing in LTCFs 

• Case reports of deaths in LTCF residents following COVID-19 vaccination to VAERS 
include many persons: With multiple co-morbidities, including some with cognitive 
impairment

• In ill health and declining states health

• In hospice or DNR or DNI status (in one-third of reported deaths)

• Deaths in LTCF residents following COVID-19 vaccination are consistent with expected 
all cause mortality in this population 



Reports of Deaths Following COVID-19 
Vaccination in Community Dwelling 

Adults Aged <65 years













Some Take-Home Messages

• No concerning safety issues or signals with COVID vaccines to date 
(~41M doses administered)

• Safety profile consistent with what observed in clinical trials

• Anaphylaxis possible but rare

• The data do not suggest a signal with respect to overall safety or 
deaths following vaccination in older adult residents of LTCFs

• Local & systemic reactions are common (COVID-19 vaccines are 
reactogenic)
• Reactions following 2nd dose more common than after 1st dose (2-3x)
• Mostly systemic (fever, headache, fatigue, chills, muscle/joint pain)
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